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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Group II, Claims 1 0-1 7 and the species 
brain-derived neurotrophic factor (BDNF) in the reply filed on January 17, 2008 is 
acknowledged. The traversal is on the ground(s) that each of the claims is directed to 
treating a periodontal condition with a neurotrophic factor and it would not be undue 
burden to search all of claims 1-29. This is not found persuasive because search 
burden was not presented as a consideration for a showing of a lack of Unity of 
Invention in the previous Office Action. Examiner has properly demonstrated that the 
claimed subject matter is not so linked as to form an single inventive concept and lacks 
a "special technical feature" over the prior art. Thus, the application lacks of Unity of 
Invention under PCT Rules 13.1 and 13.2. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 1 -9 and 1 8-29 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on January 17, 2008. 

3. Claims 10-17, in so far as they are drawn to the elected species BDNF, will be 
examined upon their merits in the instant Office Action. 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 11-16 provides for the use of the transplant of claim 1 0, but, since the 
claims do not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 11-16 are rejected under 35 U.S.C. 101 because the claimed recitation of 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 10-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Elia 
US Patent 5,372,503, issued December 13, 1994 (hereafter "the '503 Patent"). Claims 
10-16 are drawn to a transplant for periodontal tissue regeneration which comprises a 
neurotrophic factor. Claims 11-16 recite "uses" of the transplant which are indefinite 
limitations (see section 5 of the instant Office Action). In the interest of compact 



Application/Control Number: 1 0/571 ,069 Page 4 

Art Unit: 1649 

prosecution claims 11-16 are interpreted as reciting inherent results of the use of the 
transplant invention, which are all drawn to regeneration of periodontal tissues: 
cementum, periodontal ligament, alveolar bone, gingival and dental pulp. 
8. The '503 Patent teaches dental implants, comprising a packing composition and 
a growth factor that can be inserted into the periodontal tissue. The '503 Patent recites, 
"Growth factors can be utilized to induce the growth of 'hard tissue' or bone and 'soft 
tissues' like ectodermal and mesodermal tissues ... By way of example and not 
limitation, growth factors can include platelet-derived growth factor (PDGF), epidermal 
growth factor (EGF), fibroblast growth factor (acidic/basic)(FGF a,b), interleukins (IL's), 
tumor necrosis factor (TNF), transforming growth factor (TGF-B), colony-stimulating 
factor (CSF), osteopontin (Eta-1 (OPN), platelet-derived growth factor (PDGF), 
interferon (INF), bone morphogenic protein 1 (BMP-1), and insulin growth factor (IGF)" 
(column 14, lines 3-22). Therefore the '503 Patent teaches the transplant for 
periodontal tissue regeneration comprising a neurotrophic factor, as recited in the 
claims, and further the prior art patent teaches use of the transplant for the growth and 
regeneration of soft and hard periodontal tissues. 

MPEP § 21 12 provides guidance as to the Examiner's burden of proof for a 
rejection of claims under 35 U.S.C. 102 or 103 based upon the express, implicit, and 
inherent disclosures of a prior art reference. The case law clearly states that something 
which is old does not become patentable upon the discovery of a new property. 

"[T]he discovery of a previously unappreciated property of a prior art composition, 
or of a scientific explanation for the prior art's functioning, does not render the old 
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composition patentably new to the discoverer." Atlas Powder Co. v. Ireco Inc., 
190 F.3d 1342, 1347, 51 USPQ2d 1943, 1947 (Fed. Cir. 1999). 
Thus, the claiming of a new use, new function or unknown property that is inherently 
present in the prior art does not necessarily make the claim patentable. In re Best, 562 
F.2d 1252, 1254, 195 USPQ 430, 433 (CCPA 1977). Further, In re Crish, 393 F.3d 
1253, 1258, 73 USPQ2d 1364, 1368 (Fed. Cir. 2004), the court held that the claimed 
promoter sequence obtained by sequencing a prior art plasmid that was not previously 
sequenced was anticipated by the prior art plasmid which necessarily possessed the 
same DNA sequence as the claimed oligonucleotides. The court stated that "just as the 
discovery of properties of a known material does not make it novel, the identification 
and characterization of a prior art material also does not make it novel." Id. In addition 
the court has held that there is no requirement that a person of ordinary skill in the art 
would have recognized the inherent disclosure at the time of invention, but only that the 
subject matter is in fact inherent in the prior art reference. Schering Corp. v. Geneva 
Pharm. Inc., 339 F.3d 1373, 1377, 67 USPQ2d 1664, 1668 (Fed. Cir. 2003); see also 
Toro Co. v. Deere & Co., 355 F.3d 1313, 1320, 69 USPQ2d 1584, 1590 (Fed. Cir. 
2004) ("[T]he fact that a characteristic is a necessary feature or result of a prior-art 
embodiment (that is itself sufficiently described and enabled) is enough for inherent 
anticipation, even if that fact was unknown at the time of the prior invention."); Abbott 
Labs v. Geneva Pharms., Inc., 182 F.3d 1315, 1319, 51 USPQ2d 1307, 1310 
(Fed.Cir.1999). 
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The case law specifically applies to the instant application where Applicant has 
claimed a composition in terms of a function, property or characteristic and the 
composition of the prior art is the same as that of the claim but the function is not 
explicitly disclosed by the reference. In the instant case, Applicant's invention is 
directed to a periodontal transplant comprising a neurotrophic factor. The examiner has 
applied prior art which disclosed a dental implant comprising several different growth or 
neurotrophic factors. The examiner's assertion of inherency is based upon the 
structural similarity between the patented implant and the claimed transplant. 

Where the claimed and prior art products are identical or substantially identical in 
structure or composition a prima facie case of either anticipation or obviousness has 
been established and the burden of proof rests upon the Applicant to demonstrate that 
the prior art does not necessarily or inherently possess the characteristics of Applicant's 
claimed product. In re Fitzgerald, 619 F.2d 67, 70, 205 USPQ 594, 596 (CCPA 1980) 
(quoting In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977)). "When 
the PTO shows a sound basis for believing that the products of the applicant and the 
prior art are the same, the applicant has the burden of showing that they are not." In re 
Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 1 . Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
Patent 5,372,503 as applied to claims 10-16 above, and further in view of Dunn et al. 
US Patent 5,717,030 issued February 10, 1998 (hereafter "the '030 Patent". Claim 17 is 
drawn to a periodontal transplant comprising a neurotrophic factor, wherein the factor is 
the instantly-elected brain-derived neurotrophic factor (BDNF). 

The '503 Patent teaches dental implants, comprising a packing composition and 
a growth factor that can be inserted into the alveolar bone for the growth and 
regeneration of soft and hard periodontal tissues. The '503 Patent recites the growth 
factors include, but are not limited to, platelet-derived growth factor (PDGF), epidermal 
growth factor (EGF), fibroblast growth factor (acidic/basic)(FGF a,b), interleukins (IL's), 
tumor necrosis factor (TNF), transforming growth factor (TGF-B), colony-stimulating 
factor (CSF), osteopontin (Eta-1 (OPN), platelet-derived growth factor (PDGF), 
interferon (INF), bone morphogenic protein 1 (BMP-1), and insulin growth factor (IGF). 

The '503 Patent does not explicitly teach an implant comprising the instantly- 
elected BDNF, however, the '030 Patent teaches a bioactive substance comprising 
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brain-derived neurotrophic factor (column 1 1 , lines 48-49) for adjunctive use with a 
medical device such as a dental implant (column 15, line 19). The '030 Patent teaches 
that the adjunctive polymer comprising BDNF allows for the administration of a 
biologically active agent at the desired site of medical implant (column 15, lines 25-26) 
and teaches use for periodontal ligament cell growth. 

It would have been obvious to one of ordinary skill in the art to combine the 
teachings of the two prior art products because one of ordinary skill in the art would 
recognize that, with respect to neurotrophic factors, there are a finite number of 
predictable compositions available for use with a dental implant. In combination each of 
the prior art elements are merely acting in the same manner as disclosed separately. 
Thus, it would have been within the technical grasp of one of ordinary skill in the art to 
combine the prior art elements to create a periodontal implant comprising the 
neurotrophic factor BDNF, with a reasonable expectation of success. 

Conclusion 

12. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STACEY MACFARLANE whose telephone number is 
(571 )270-3057. The examiner can normally be reached on M,W and ALT. F 6 am to 3 
pm, T& R 5:30 am -4 pm.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Stacey MacFarlane 

Examiner 

Art Unit 1649 

/John D. Ulm/ 

Primary Examiner, Art Unit 1649 



